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DETAILED ACTION 
Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude witii one of more claims patticulafly pointing out and distinctiy claiming tiie subject 
matter which the applicant regards as his invention. 

1. Claim 2-3, 5, 7-8, 10-11 and 13 provides for the use of "the protein", but, since the claim 
does not set forth any steps involved in the method/ process, it is unclear what method/ process 
applicant is intending to encompass. A claim is indefinite where it merely recites a use without any 
active, positive steps delimiting how this use is actually practiced. 

Claims 2-3, 5, 7-8, 11 and 13 is rejected under 35 U.S.C. 101 because the claimed recitation 
of a use, without setting forth any steps involved in the process, results in an improper definition of 
a process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 101. See for 
example Ex parte Dunk^, 153 USPQ 678 (Bd.App. 1967) and Clinical Produds, Ud. v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such fuU, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

2. Claims 1-13 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
enablement requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/ or use the invention. 

The claims are drawn to "use of protein[s]" as coagulant agents and antimicrobial agents. 
Assuming that the "use of is intended to mean method of using the protein as coagulation agents 
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and antimicrobial agents, the specification states for these methods that "detailed description of the 

invention (e.g. material & method, experimental results) can be found in international patent 

application PCT/CH03/00568 which is incorporated by reference." (see page 2 of the specification). 

This means of incorporation, however, does not enabling disclosure for the claimed "use of claims. 

37 CFR 1.57(c) prohibits incorporation by reference to essential subject matter using 

international application. 37 CFR 1.57(c) recites: 

(c) " Essential material " may be incorporated b\ reference, but only by way of an 
incorporation by reference to a U.S. patent or U.S. patent application publication, 

which patent or patent application publication does not itself incorporate such essential 
material by reference. "Essential material " is material that is necessary to: 

(1 ) Provide a written description of the claimed invention, and of the manner and process 
of making and using it, in such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and 
use the same, and set forth the best mode contemplated by the inventor of carrying out the 
invention as required by the first paragraph of 35 U.S.C. 112: 

(2) Describe the claimed invention in terms that particularly point out and distinctly claim 
the invention as required by the second paragraph of 35 U.S.C. 112; or 

(3) Describe the structure, material, or acts that correspond to a claimed means or step for 
performing a specified function as required by the sixth paragraph of 35 U.S.C. 112." 

First, the claimed subject matter is "Essential material" since it provide it provides written 

description as defined in sub paragraph (1). In order to practice the claimed invention, that to 

obtain the proper dosage, formulations, which microbes the peptides can be applied against, etc. . ., 

one is required to review PCT/ CH03/ 00568. Without such gmdance one of ordinary skill in the art 

use the peptide as a anticoagulant or antimicrobial agent, in such fuU, clear, concise, and exact terms 

as to enable any person skilled in the art to which it pertains, or with which it is most nearly 

connected, to make and use the same, and set forth the best mode contemplated by the inventor of 

carrying out the invention as required by the first paragraph of 35 U.S.C. 1 12. In essence, one 

would be burdened with undue experimentation to determine which fungus and microbial species 

the agent coiald be used against, how one of ordinary skill in the art would obtain the agent and the 
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proper dosage/ mode of administration for the agent. Thus, the PCT/ CH03/ 00568 is required to 
practice the claimed invention. Accordingly, the subject matter in PCT/CH03/00568 is essential. 

The subject matter that is deemed essential is cited in PCT/CH03/00568, an international 
application. Since the "Essential material," claimed in the instant appKcation, is not recited in a 
"U.S. patent or U.S. patent application publication, which patent or patent application publication 
does not itself incorporate such essential material by reference," it is improper to provide support 
via the "incorporation by reference" means. 

Thus, claims lack proper written description since the specification improperly incorporate 
essential materials through an international application. The incorporation of essential material in the 
specification by reference to an unpublished U.S. application, foreign application or patent, or to a 
publication is improper. Applicant is required to amend the disclosure to include the material 
incorporated by reference, if the material is relied upon to overcome any objection, rejection, or 
other requirement imposed by the Office. The amendment must be accompanied by a statement 
executed by the applicant, or a practitioner representing the applicant, stating that the material being 
inserted is the material previously incorporated by reference and that the amendment contains no 
new matter. 37 CFR 1.57(f). 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as foUows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any 
new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of 
this title. 

3. Claims 4-13 are rejected under 35 U.S.C. 101 because the claimed invention is directed to 
non-statutory subject matter. 
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Claims 4, 6, 9, 12 recite sequences that are found in the seed extracts of Moigna oleifera lam, 
a tropical tree (see Suarez et al.). Since the claims do not recite "isolated" and "purified," the claims 
read on the peptide found in nature. A thing occurring in nature, which is substantially unaltered, is 
not a "manufacture." See MPEP 706.03(a). 

aaim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under tliis section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in tliis or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 4-13 are rejected under 35 U.S.C. 102(b) as being anticipated by Suarez (Biotech. & 
Bioengin.). 

The claims are drawn to peptides and "use of these peptides as coagulant and antimicrobial 

agents. 

The reference disclose the peptide of the sequence 
OGPGROPDFO RCG^(2^RMi'PK)RCPSLROAVOLTHOOO GOVGPOOVROMYRVASNIP 
ST (see page 15 of the reference). This sequence meets the limitation of claim 4 since it contains the 
sequence RCGQQLRNISPPQRCPSLRQAVQLTHQQQGQ (see underlined portion). The 
reference meets the limitation of claim 6 and 9 since it contains the sequence 
PQRCPSLRQAVQLTHQQQGQV and PQRCPSLRQAVQLTHQ (see bolded in die above 
sequence). This meets the limitation of the claim 12 since the peptide 

QGPGRQPDFQRCGQQLRNISPP is tiie beginning portion of tiie prior art peptide (see itaUcized 
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in the above sequence). The reference discloses that the peptide has coagulation activity (see page 
16 and antimicrobial activity (see page 17). This meets the limitation of the "use of " claims. 

While the prior art peptide is longer than the claimed sequences, it still meets the limitation 
of the claims since the claims are open-ended and does not exclude additional, unrecited elements. 
Note that MPEP recognizes the transitional phrase "consisting of to exclude any element, step, or 
ingredient not specified in the claim (see MPEP 2111.03). 

5. Any inquir\' concerning tliis communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, can normally 
be reached on (571) 272-0562. The fax phone number of this group is (571)-273-8300. 



/Anish (jupta/ 

Primary Examiner, Art Unit 1 654 



